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1. &= K-- Bk Health Canada

WHk:  http://iwww.hc-sc.gc.ca/dhp-mps/medeff/new-neuf/iveéag.php

#4%2: Home > Drugs & Health Products > MedEffect Canadilhrat's New

2. F2IE -1 A 24 0 B S -- 2% Wl R 4 O 48 BE 0 Center for Devices and
Radiological Health

WAk:  http://iwww.fda.gov/cdrh/

#15: News & Events; Public Health Notifications Class | Medical Device
Recalls A Video News Show for Health Professionals

3. EH--fr 2B S U.S. Food and Drug Administration
M k. http://www.fda.gov/medwatch/index.html

¥ 12 : FDA Home Page > Drugs> Safety>Safety Alerts (MedWgt
MedWatch Home>What's New

4. KR -- 2545 #J5 Australian Therapeutic Goods Administration
Mk:  http://lwww.tga.gov.au/index.htm
#1%: Home Page >News>What's new

5. [ - R B it 24 i B B R 2 i EA 0



BRI

WAk:  http://www.cdr.gov.cn/index.jsp
PEAT: FI>HOHH R

6. H - L 5K 24 ot B A B
M k. http://iwww.sfda.gov.cn/WS01/CL0O001/
BAT: EI>EHA

7. - A
Kk http://www.moh.gov.cn/publicfiles/business/htmlfilersb/index.htm
PEAT: FE O E L

8. [ --Arits LA
Kk http://sc.info.gov.hk/gb/www.dh.gov.hk/cindex.html
PEAT: FIU>HTE AR

9. i [H-- AL T AASE I A =
Kk http://www.mdco.gov.hk/scindex.html
FEAR: TSI AR R AR

10. ¥R 24 5 VP45 45 2 ) --EMEA European Medicines Evaluation Agency
W4k:  http://www.emea.europa.eu/whatsnewp.htm
#%4%: Home Page > What's new

L1, [E B B 7 pe bk 30 i 41 21 --GHTF Global Harmonization Task Force
Kk http://lwww.ghtf.org/newsroom/releases.html
#%4%: GHTF > Newsroom > News Releases

12. % [#] -- 24 5 F0 4@ B 7= 5 4 #1L )5 --Medicines and Healthcare products
Regulatory Agency

Wk:  http://www.mhra.gov.uk/index.htm

#4%: Home >News Centre>What's new

13, b5 24 i B PR
Wdk:  http://www.bjda.gov.cn
PEAT: E >R
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T BT S RFMARER

Act: Yf%
Action: 4T3l #iiifi
Active Implantable Medical

Device: FHIEEIT AR
Acupuncturist: £FREAE
Adverse  event (

incidents): ANREFLF
Advisory notice: ZESUIEIE %N
Ambulance staff: SR
Anaesthetic equipment: BRI IX

adverse

%
Annual certification: EREINIE
Article: 453K
Artificial limbs: AJE{EJE

ASF  ( Ambulatory Surgical
Facility): mahshkbk#%

Associated devices
(accessories): Hfy:

Audit: F&#

Bathing and showering

equipment: RIS

Baseline report: FERERAE

Blood gas analyzers: ML
W

Blood warming cabinets: IMLYEN
e

Blood and tissue
systems: MLYEAIAZUiE RE

Biohazard: E#)fa3

Birth defects: G RVESIHG

Birth with disease: JG KRB

Bone cements: ‘EHARHEEF

Brachytherapy equipment: iTfE
R 3697 v

Cardiac monitors: /Ui Nl #%

Cardio—pulmonary by pass: /M
ORI =g

Catheters: TFJRE; I

CDRH (The Centre for Devices and
Radiological Health): By gehi Al
BB AT, SRIEFDA, R B ST a A
TR A= 4,

storage

Chemical and biological
indicators: ZEFAEYFRRHA|
Chiropodists: FEfREE4d:
Chiropody equipment: FEHKHIA
igsaa
Clinics: []i&#
Commercial name: Fnh%4
Commodes: VL&
Common Technical
Specification: 1HHEAFEARME
Comparator product: ZLr=ih
Compatibility: (#SHIa] A B bk
B TR IR ) AH 7
Confidentiality: HLZ
Contact lens: BRIEHRIFE
Contaminate: y5#¢
Corrective actions: ZYIFAT N
CRO (  Contract Research
Organization): &IRIWIITLHLR
CT: XE&WiZHHEAR
CT/MR scanners: CT/MRFIHHIX
Condoms: WEZ%E
Contraceptive: HEZ2Zy
Deficiency: (PEJTERMNEE) BRI
Device alert: PEJ7#stl&i (7F
AR LT B P TS LT
KA
Device bulletins: BEJTa$MA 4
Device family: By #stbl ik,
T —ME T FDA R 2 B i 3 7 4 o A1 43
Mot FRAHAISE 2 (R By 7 28
Device for blood glucose: ¥
I 2 B
Dialysis: iBATHE
Directive: #84
Disinfecting and sterilizing
equipment: K F1JGH 13 7%
Distributor: 4R
Drug inhalers: ZjWWRAZE
ECG: LrHL ]
Endocarditis: R
Endoscopes: Witk

13
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Enforcement measures: 5+ jifi

Escape treatment: [iiRy&7y

Exemption: #3f

External beam: % [H MG ¥ 4%

Dressings: il

FDA (  Food and Drug
Administration): 3% & £ i A1 2 0 & Bl
J&

Filter: iLJE%%

Final report: mZH+5

Follow-up: FRE?

Food, Drug and Cosmetic Act
(FD&C Act): SEIEEr M 24 i AL i
bP S

GCP (Good Clinical Practice):
I R 3 7 R

GHTF (Global Harmonization Task
Force): EKPMAREM TAEA

Guidance: 157

GLP (Good Laboratory Practice):

S S B
GMP  ( Good Manufacturing

Practice): 77 i HH

HAS (Health Science Authority):
@ REREE B R G n sk i i 1 AR R
7 b LA

Hazard notice: f&'EilA (f£%
HA T E G R TS O R A

HDE ( Humanitarian Device
Exemption): i3 X ashlin f

Hearing aids: BhWr#s

Heart valves: DMIEIR[]

Hepatitis and HIV test kits:
JH 98 S Kl £

Hip joint: #i5CTHT

HMO ( Health Maintenance
Organizations): fHFE4Ed 402N, $R4t
T R 7 PR IR 45

Hospices: 3%

Hospitalization: {¥[%

Human plasma: A3

HUD (Humanitarian use device):
NIE 3= S ()2

Implantable defibrillators: HJ
EWNGIERARE

In compliance with: f5&, &

Incontinence products: V&J7 %%
AR b

Incubator: .= LR 4%

In-depth investigate: ¥R A
7, WA

Infusion pumps and sets: Fiji
TR E

Intended purpose: FiHK/H
b

Initial report: HJEHIRE

Inpatient: {EBEHA

Inspection: MHi%¢. %

Intra—uterine devices: T"BEW
P27 2

Investigator: W

Investigational product: 3%
FH7=

IVD ( In vitro diagnostic
device): PRIMZWTEST 28K

In vitro medical device: {&4#}
PR y7 Al

In vivo medical device: {ANEE
Uig it

IRB  ( Institutional
board): fEHEZ 4

IV administration sets and
pumps: KA S e B R AR

IV infusion sets: Fftfikid: 5 %% &

Law: 74

Liaison office: BEZZIPAE

Life-threatening: EWArIK

Loosening: fi#JT

Malfunction: b

Manufacturer: fHli&Eps, WizgPE
i A A w1 3 R L B2 A B R Bl 2L

review

FE R EEN T 1) 6 5T
MDA ( Medical Device

Administration): & [H P& yy 45 b4 21
Jay, g E AR A BEA LAY
Measurement: JllHE{X 3%
MDR (Medical device reporting):
5 [ By Al
MedSafe: 74 =24 5 B I 75 bk
REHR, & PAESTEN—H
o, STORFT I VR A T P
MedWatch: FE£FDAM )G B WA BRI,

14
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I RIFDATE , Sk RS 5 A y7 ™
nn A IR HIAS R AT, XLy i S
il BRIV, AW RS 5
Mo BEJT AR A (MDR) fEMedWatch
FR)— B 73, T A PR 7 4 SEMDRIK —
A

Member states: Ji& 7 H

MHLW (Ministry of Health, Labor
and Welfare): HAEAE

MHRA (Medicines and Healthcare
Products Regulatory Agency): 24 ih A1
g = SRy, 20034E4 H T,
] = 7 A 3 FD 24 A L R 5 R AL
159

Miscarriage: ¥ir”

Model: 5

Modification: ¥ IF, 1&IF

MR: fE3tER

NCA: 7SR HAUE BB ST 250K
AN RS I 1 R B B LAY

Near incident: Wills31F

Nebulizer: WiZE gy

Needle—free injection device:
P RAR AR Ik

NHS: 5 [ [5] [ e HEOR [ 20 21

Nomenclature: #y#ik, Kik

Obligation: %%, o¢fT

Occupational therapist: HRMZiG
T

Ophthalmic equipment: HRBHA S

Orphan products: fJL/=4, %
F8FHTBIT 78 W 25

Orthopaedic prostheses: T
A HH b

Orthotics: HriEAR

Orthotic and prosthetic
appliances: FrIFEAMBEE KKK

Osteolysis: H BT ARSI 5 1)
B VIR BRI

Pacemakers: iCfize

Paramedics: #'# AR

Pathology: JH¥E

Patient hosts: ¥ T4l

Patient/Subject files: Ji{ A&k
TR

Peer reviewed journal: 7£[RI4T

A ) A 1 1T )
Pharmacovigilance: Zj¥
Physiotherapists: By
Physiotherapy equipment: #J¥

SRR
PMA (Pre—market approval): _k

A H L
Post—-marketing surveillance:

b

Pregnancy test kits: JEGERM
P

=)
ITTL

Prevention: TP, Bk

Private dentist: FANFEHZHT

Private opticians: FAAIRKEEE

Pre-filled devices: THIH 782 E

Quality assurance: JiE{RiF

Quarantine: fE, KFE

Questionnaire: Y&XR, &

Radiotherapy equipment: JAIG
IR

Raw data: JRAEHE

Recall: A

Regulation: ¥t

Removal: % H

Resuscitators: A TIWEIKES

Retrieve: K&, #i[Fl, MIE

Risk assessment: XUGiTAl

Risk manager: MRJ&EFEA R

Rule: K

Safety notice: “ZZ4Nil%N CRHX
FHRAT B n] DAER e e )

Safety officer: ZW4'E R

Serious event: JTHE A}

Serious injury: JYH#iH

Shelf life: %M

Side effects: HIfEH

Single fault condition: F—#k
et

Single—use: —{RM:A#H

SOP  ( Standard operating
procedure): FrifEREAE R

Specimen collection tubes: #Fr
AR

Sphygmomanometers: L&t

Sponsor: HIJpE

Sterilizer: JHEZ:eH

15
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Stillbirth: #E™

Stretchers and trolleys: HEfHl
TR

Supplement: S5

Supplementary information: #p
afE R

Syringes: JTH%%

Syringes and needles: V5 #$A1
=k

Technical harmonization: #i AR
i

TGA ( Therapeutic Goods
Administration): LRIV IGST H bh &
MR

The Safe Medical Devices Act

(SMDA): ZEHBEJT dshih &4k %
Ultrasound: A
Ultrasound imagers: #8= J¢ %

&S

Update: FEHT

Urine drainage system: JR¥KHE
HARS

Urine test strips: JRIEK iR

4%
User facility: 28t
Vaginal speculae: FiE%itR
Validation: 1F3Z
Ventilator: X%
Verification/Validation of
data: FPafil/ Ak
Wheelchairs and special

support: Fea AR SCPE R &
Wheelchair backrest: ##iHETY
Witness: RS, #Hl
Withdraw: i, -l
X—ray systems: XJEHRSG:
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B=E BEIrHAEARFARE R KRB EAS

—. ATEEERST A B H & a6

h TG IR TAE# EAREEIT 2N R, P2 BT O R 34 10
a5, bR OHLMRERZI . w5 T CAbat i BEI7 2 miAs B4
D AR A ), CUI SRS A SR AS R SRR B — e R T AE
o
(—) DMIE TR TE s

AR, BEE N NIBITHRIAKI S & S5HE, &Rk N2 ia %k
AENRR RS 20 Z N o kS22 NIRTT XS SRR R s Bk 55 B B A AR
HAQM /N WE (EREIRE, Hyrsuhie s e ke s, B o 852,
(L L PN S 280 111 i A o o et 2 3 L S A AR e 1 B O, S S P
B LW SCEENIMARTE R PP SRS

FE RS AT FH TR B Bk A N2 ¥R 5 FH 2 i R b, DL R A 0 75 B (]
BEBEIT BN KR R )

1. BENESTTHEA R FH

(1) BkFE: OBRFEHIERGAEBAER R B IR LW s ik
HER G, QBRIELEbR w0 R YE 9 R A

(2) Fe2. ek, HIA R BT . Wi, F14T;

(3) 4. O LA SET R, MU IR IO, WL, B ok 24
Yis OFEZHBBGLFES, FEbr @M Ie N, THRERTEN 3 S B Tk
Pk oA A O LA, SCHRERTEANREINAR 43 25 sk M1 @7 S 48
ok, HBURE LR S SR G by S 5

(4) FFkIEE . ERSE. S99 ATYE, RAETAHULKEIR,
I V% B A A

2. AIBERNESTRMA R FHMF

(1) SCHHRIN G, 20 7e Bk S S S 28 8 AR TE s

(2) SCHHRINJG, 20 7e ks FEAE S 7E 3228755 B A 3 o T R

(3) CHFIRAEM RN L, FEARETE BRI S S B 5% R N 45 55 57 28
FE A AR
(=) AT DFEES

ROLCL T 54N O3 A e S I TR ZHES (] BB IT 28 AN K
HAMERD, BRI AS R A T TR

1. BENESTTHEA R FMH

(1) H LA FES ;

(2) HCHEERAN/ B B M. OF TG @Ikt R I8 @A R i 2 1) J8 A
DIRE MR s @HERR FE it D BE SR 2 A1 I A 1 2 1 0 2 BE R

2. AIBERNESTRMA R FHMF

(1) SRR EREE. A6 T

(2) ' TL: B, Wi, @280, OULESL. ARk R

17



FIBORH

JiE o

(3) i RGIEY,
(=) AT O

1. WIS fAA T OERES>- RSB EERESGH SRR AEGE.
W, SLIUCREET A fe il iRk A E S HE, Bl

(1) DA BRI AR A Y, R E5 RAMASRSS & =N, P24 R
hiE 5

(2) R EEAME T 5 M A M, KRG 51

(3) DRI P S v h B P, AT A AR, H B IO R
DL SRR R i v B R MBS AS, i sOm EA R E R

(4) 7= ST UL AR ARG, 85 A= i e B U WA B4 IR A1

2. EHREFREBILRER, EREBERKEENZEFRFGFRRE
B, AAREHIL B A FERAE L, Bl

(1) BEAEHN O™ 55, BRURERCH, RV A I i 5 15 5
HFR RO AR, A n] RSk i 1 5 5

(2) XN TAED) O AT (9 57 RS R B, A A AR SR AT A (1 T BE,
SIEEEGE, MARY, KRIAESIRGIE, IR BT e, SR SMEIR
FoJ ) SE K 5

3. HTEHPEBW. FH. MPASARE, @oth A REHBRE AL
R = A o, Bl

(1) AJ5E R P B3 AN B TR DR ) S RS P s IR <R

(2) RJGHEEHBIAE. YL,

(09D BREFEMLATSEA B A4 EEH GRAIT)

IR ML FH TSIt 4 5 BRI . (IL A0 S 3 A T il B Bl s s P i () — 536, 2
SRR (19 0B IR N BRI 24 )3 5 RS fff e AN S il Bl s 2 T RE AR 1)
R LR o} IR AL/ WP IR ML TR AN I AE 9 R e ade, IR BRIREBL IR T LA A 3B 40
(PSRN, ERC& T o R R A Es 2 ThREIARAL 1) BRI
PRI B 1 BRI R USRI a7 i 2e Al o AR, DRBRIBE (1) S Jte 52 25 Fh IR 3+
P, MRS R A LGS S R, ANBEAN Y AT S8R ThRekR g . ik E 2T,
JE AT REA N B S 2 RRIREREAS 1 /1 & AN S BRI T VR AN 24 557 THT
{H T IREEAUH LA R . A B30 Ao e R 2= R EUE 1 2 2R
Kz —.

TENGPR TAE S, BRI IE W 4E R IR T, B4 N DR EL T 5 R
MG, &) fe FEURFFE M, NS (I EEERITAHMA R HHMRERD
Fo ] BE P IT A AN R G 1 AL T 24 AN RO S e R

1. B ENREBYLA B EF

(1) REFHL N PR ] i U <

(2) FREIEC A4S

(3) RIS LI S 1) G P AN ™ Bl AL 06 PR S
(4) COFE M 51 g ik PR LA
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(5) JBRIRIR S bR R 4eBH %€
(6) R AT RS
(7)) PRI 2 ZEARE A 22 T
(8) IS HT B TEA s 4 5K 48 Yo R A8
(9) F-BhIPU < N 3t s
(10) RIEE S B FRIRERR
(1) REE N ZH R 7w
(12) RIFIFIRALAE A P A2 A TAE
(13) WA BOE M, WAHTAE, BRI =W 2=k
(14) TEARVEPEEP ( MPECRAEFREEIE ) SO0 T, LI R I R
KTF2cmH,0
(15) F= b2 A BEIH 1 A e R Bk e, 1% Il R AR R R AT
KA A B e
(16) HFEIFapmhlEr . 498 A LS I S 2 A E3H 1
2. TATHEAREBEHLA B H4F
(1) BREFRERE R, 9 N H IR R A AU R/ B v B IR L, AN RE R AR RR
FEHLI 25 1
(2) BE R UM g, HANRERR AN RIEHL A 25 1)
(3) BREFEFES, BE AR RO BERE, B ARERRIMNREFHLIN 2 1
(B) NLRTETHMITEAS R FAMEEH G
N T B 3 AR R T LA SR R JBAR PR ) — DU B TE TR, Rl A2 5%
KRBT EA, ARSI, FemBRTige, oo B ARA A7
B, ERTERERIIT AR . BEE E SRR A RAE TR KE R
JAETE A A, B N T O B i NES HARSS, Bl 2 1T K 1 I A0 |
TG S5 ) U B T oK . N TG BRI 2R MAE IR A I R b, e bilAs & RIAE
ANRIFEE FAAAEER T YT, MAsh. LB BE 3 25 XU, 5 HLth ] e &
IEH AR = AR, SRS MO BEIE B FUH I AE ] H 1, Eimss B3 iE ik
IR
FERIR TAE, RS NRKRILL F 5 N LRIEIFaa oL, Samn (e
SEEAGENFMHRER, NIEG (ATEEEST SSMA R FAMRER) , %0
BELSIT AN R FA ) B 5T 24 A RS M i e B
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BERAE ] R AR A SR
(9) HTEIFASMENER . AERAEFEIN S 0E 5 H 0
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(2) B s PR A ) L e
(3) B JsU R R R 5
(73) MBENTHREST /T 5EA R B AR ETEH] GRT)

MBENT (hemodialysis |, fIFRIALIE) 1E A & HLIG YT S Dh g it (ARF)
&M IhRE R (CRF) « 2k 58 LI e som, Ca AL my s, MgE b
S FH 02 IR B, W B 9 S B AT 5 | B I AT 4, 7E B AT ISR I 422 = Im) AL BT,
FE RPN S TR JBIE PR E UK IS BRSE, TRy 8. X WHERR SR,
W B PRSI G PR UE B 2K s RPN SR TR B0, 2 O LR iR
BRI T 2550 . (ERAE IR R R TP A ] RE R 2R 2 B RE, S T I IE AT 1)
IEH BT, eI AOE R . B it fERAERIERIET, HLE 5 IMRE
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(2) KA RS

EEMYEY RIET, BT HAKEABENT A AR (GEE A T2

(ASATO) /ZE[EEEy7 ssmife st they (AAMD) ILBGEEAT FHAK TFRHE)

(3) EHTH

O AR, EEATE,

@ IEHEAEIEOR, BT A

(4) BT

O FEIEMEAEE T, IBTE A RS B AN B 2% 3 B0 I B
IR 1M1

QTEFENTATSGENT IS REF R I, BT AR Tk 08 T AR
SRS BRI T 5

(5) M55 T8 4% FH 28
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Wrsd, $T97. EEARE,

(6) EHTHFENT R
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NI EATREE T H A 3 S RAS R AR ], LRI R B 45 T AR R =
AMVAH RN Gt —20 T AR U A 1 B A AT A I T A .
(—) &INF/mERPOEKTE (PICC) mIEEA R FH4:

L. ;= A E R
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PICC) RyEHIVE . & FF%bE Mg AR 40k 22 W ANE FR550%,
R KRB 29 S FR I s . H AR HPICCH LR JLF,
— N JEE R, AT AR, TR A Hu B R IR, (BB B A B
A FESEEREEAR, Bk 5 EER S NI ESREMNS; —
HATEEIa, BT SEERB N, ASHBUBEIS, (Harm o FFEt,
Sy R R 5 AR o 55 A 7= i DR R BN BT N B FEE N 34, WA IS
B

2. AR EHRERENR

(1) ARFMARES: 116 5N RFAF R ERI: NG T
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RN, SEBBRIZH, RIEREEIET.
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